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- The MAILING DATE of this communication app ars on the cov r sheet with th correspond nee address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communication(s) filed on 17 November 2003 . 
2a)n This action is FINAL. 2b)[3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 13 Claimfs) 13,32 and 35 is/are allowed. 

6) 13 Claim(s) 1'4.6.10.11.14'19,2t2Z24,25,28'31,33,34.36 ar)d 37 is/are rejected. 

7) S Claim(s) 7,8,26 ar)d 27 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the con-ection is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1. This action is not made final in view of new grounds of rejection 
applied against subject matter previously held to be allowable. 

2. It is noted that in each of claims 22 and 37 the insert member is 
introduced in the claim as intended use in the paragraph of the claim 
regarding the blister container, and the paragraph of the claim regarding the 
insert member begins with "said insert member." This makes the insert member 
in these claims, and in the dependent claims from claim 22, intended use and 
not structure in the claim. These claims have been interpreted in this way. 

3. Claims 14 and 21, 22, 24 and 37 are rejected under 35 U.S.C. § 112, 
second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the 
invention. In claim 14, the limitations introducing an open-faced cavity, a 
flange, front and rear end walls, a base and an interior cavity appear to be 
an indefinite double recitation of these elements already introduced into the 
claim (by way of claim 1) , making it unclear how many of each of these 
elements there are. Regarding the front and rear end walls, it is unclear 
what relationship there is with respect to the "walls" already introduced in 
claim 1. 

In claim 21 there is no antecedent basis for more than one of the 
angularly oriented end walls. Moreover, the claimed angle of orientation is 
not claimed relative to a particular base orientation (such as the vertical 
or horizontal) or with respect to the orientation of another element of 
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structure. Therefore, the requirement of the limitation of the claim cannot 
be determined. 

In claim 22 the interior cavity of line 4 appears to be an indefinite 
double recitation of the open-faced cavity in line 2, inaccurately making the 
blister container appear to be compartmented. Claim 37 has the same kind of 
problem. 

4. Claims 13, 32 and 35 are allowable. Regarding claim 35 and the 
limitation regarding one end of each of the flanges which extends further 
outward than the other portions of the flanges, this is not read on by Cohen 
et al. Although plural corners of the flange of each of the containers of 
Cohen et al may arguably extend further outwardly than the flange sides, due 
to the comer dimension being larger, so that each of three or four comers 
extend outwardly apparently equally, such corners do not meet the limitation 
of claim 35 (also see objected claim 12) . Claim 35 calls for one end 
extending further outward than the other portions of the flange. The 
examiner sees that the only reasonable interpretation of "the other portions" 
is "all other portions", and not just "other portions". 

5. The following is a quotation of 35 U.S.C. § 103(a) which forms the basis 
for all obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if 
the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the 
invention was made. 
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6. Claims 1-4, 10, 11, 14-19, 21, 22, 24, 31, 34, 36 and 37 are rejected 
under 35 U.S.C. § 103(a) as being unpatentable over Cohen et al (4,750,619) in 
view of Karueger et al (5,868,253). In the reference of Cohen et al, there is 
provided an outer container at 12, an inner container at 14, an insert member 
at 50, an inner container flange at 20, an outer container flange at 30, a 
stepped recess at 32, an inner cover at 24 and an outer cover at 34. 

The rectangular inner container includes a base and walls . 

The insert member includes a well 59 and integral hinges 62. As can be 
readily seen in Figure 2 of the reference of Cohen et al, the downwardly open 
space between a peripheral wall of the well 59 and hinge 62 will define a 
downwardly directed linear groove, channel, linear depression, shaped 
depression, trough shaped structure or linear shaped structure. Moreover, 
the examiner asserts that the shape is substantially V-shaped since one side 
is inclined (a V does not have to come together at a point) . This groove is 
capable of functioning to hold an appropriately sized and shaped tissue 
implant adjacent to the base of the inner container, even though the 
reference certainly does not intend such an implant to be disposed there. 
However, inasmuch as applicant is only claiming the implant as intended use 
and not as structure in the claim, the capability of such a groove to hold a 
tissue implant meets the intended use claimed by Applicant regarding the 
holding of an implant . 

As shown in Figure 2, the groove is defined in cross -section by angled 
walls, including the wall of well 59, a horizontal wall/base 54, and an 
inclined wall that extends from the horizontal wall to toward the hinge 62. 
The wall of well 59 has a different width that the inclined wall. In 
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addition, the recess or groove defined by the underside of an upstanding wall 

58 may be said to intersect with the groove which is between the wall of well 

59 and the hinge 62. 

Regarding the subject matter calling for a groove positioned between 
notched recesses of opposing ends (see as one example claim 2) , insofar as 
claimed, the underside of each side wall 56 of Cohen et al defines another 
groove, and in Figure 3, the gaps between the surfaces 70 of each side wall 
56 and the surface 72 of the side walls 66 define notches on each side of the 
groove . 

Regarding the subject matter calling for a lifting tab extending from a 
side wall (see as one example claim 3) , insofar as claimed, the wall 66 of 
Cohen et al may be considered to define a lift tab. 

Regarding claims 22-24 and 37, the limitations with respect to the 
insert member are limitations of an insert member that are recited as 
intended use. The intended use is introduced in the paragraph which concerns 
the inner container, and the next paragraph which regards the insert member 
begins "said insert member" and not "an insert member". Inasmuch as the 
inner container 14 of Cohen et al includes an inner cavity, it is inherently 
capable of holding an insert member such as that claimed by Applicant as 
intended use, and therefore the limitations regarding the insert member are 
met by the capability of the inner container 14 to hold such an insert 
member . 

Although the reference of Cohen et al does not explicitly indicate 
whether the covers 24 and 34 are permeable or impermeable, the reference of 
Krueger et al at col. 4, lines 52-59 suggests that the inner and outer covers 
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(24,34) may be made permeable, as with permeable polyolefin, for the purpose 
of permitting the contents of the sealed containers to be sterilized, such as 
by a steam. Accordingly, it would have been obvious in view of Krueger et al 
to have made the covers of the containers of Cohen et al permeable to 
sterilize the contents of the containers through the covers. 

In addition, the reference of Krueger et al, at 48 and disclosures 
thereof, suggests that the inner cover (24) for an inner container may be 
provided with a tab (48) for pulling the cover from the inner container to 
open the container. Accordingly, it would have further been obvious in view 
of Krueger et al to have provided a tab on the inner cover 24 of Cohen et al 
for pulling the cover from the container to open the container. 

Regarding claim 21, the reference of Cohen et al already teaches in 
Figure 4 the general condition regarding incline of the walls of the inner 
container 14. It has been held that where the general conditions of a claim 
are disclosed in the prior art, discovering the optimum or workable ranges 
involves only routine skill in the art. In re Aller, 105 USPQ 233. 
Accordingly, inasmuch as the general condition of inclined walls is already 
taught in the reference of Cohen et al (in Fig. 4) , to have discovered a 
particular workable range for the angle of incline would have been obvious. 

7. Claims 6, 25, 28-30 and 33 are rejected under 35 U.S.C. § 103(a) as 
being unpatentable over Cohen et al (4,750,619) in view of Debs et al 
(6,622,864) . In the reference of Cohen et al, there is provided an outer 
container at 12, an inner container at 14, an insert at 50, an inner 
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container flange at 20, an outer container flange at 30, a stepped recess at 
32, an inner cover at 24 and an outer cover at 34. 

The inner container includes a base and walls. 

The insert includes a well 59 and integral hinges 62. As can be 
readily see in Figure 2 of the reference of Cohen et al, the downwardly open 
space between a peripheral wall of the well 59 and the hinge 62 will define a 
downwardly directed linear groove, channel, linear depression, shaped 
depression, trough shape or linear shaped structure. Moreover, the examiner 
asserts that the shape is substantially V-shaped since one side is inclined 
(a V does not have to come together at a point) . This groove is capable of 
functioning to hold an appropriately sized and shaped tissue implant adjacent 
to the base of the inner container, even though the reference certainly does 
not intend such an implant to be disposed there. However, inasmuch as 
applicant is only claiming the implant as intended use and not as structure 
in the claim, the capability of such a groove to hold a tissue implant meets 
the intended use claimed by Applicant regarding the holding of an implant. 

As shown in Figure 2, the groove is defined in cross-section by angled 
walls, including the wall of well 59, a horizontal wall/base 54, and an 
inclined wall which extends from the horizontal wall to toward the hinge 62. 
The wall of well 59 has a different width that the inclined wall. In 
addition, the recess or groove defined by the underside of an upstanding wall 

58 may be said to intersect with the groove which is between the wall of well 

59 and the hinge 62. 

The reference of Debbs et al, at 16 and 70 and disclosures thereof, 
suggests that an outer container cover (16) may be made impermeable and that 
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an inner container cover (70) may be made permeable, such as by providing 
holes 78, for the purpose of making the container combination (12,14) 
impermeable but providing a means (holes 78) to equalize the pressures 
between the containers so as to prevent premature separation of the inner 
cover (70) on the inner container. Accordingly, it would have been obvious 
in view of Debbs et al to have made the inner cover 24 of Cohen et al 
permeable and to have made the outer cover 34 impermeable, for the purpose of 
equalizing the pressures between the containers so as to prevent premature 
separation of the lid on the inner container (14) . 

8. Claims 7, 8, 26 and 27 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form 

including all of the limitations of the base claim and any intervening 
claims . 

9. Applicant's arguments with respect to the claim numbers previously 
rejected have been considered but are moot in view of the new ground (s) of 
rejection. 

Any inquiry concerning this communication or earlier commmications 
from the examiner should be directed to Jimmy G Foster whose telephone number 
is (703) 308-1505, The examiner can normally be reached on Mon-Fri, 8:45 am 
- 5 : 15 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Mickey Yu can be reached on (703) 308-2672. The fax 
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Art Unit: 3728 

phone number for the organization where this application or proceeding is 
assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose 
telephone number is (703) 308-1148. 


JGF 

2 February 2004 



